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DETAILED ACTION 
Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and use the same and shall set forth the best mode contemplated by the inventor of 
carrying out his invention. 

1. Claims 1-9 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art 
to which it pertains, or with which it is most nearly connected, to make and/or use 
the invention. Claim 1 requires that the anchor members be interlocked in a gap 
between the proximal and distal cylindrical members. This is not sufficiently 
supported, because the specification only states that the proximal and distal 
cylindrical members act as stops to prevent longitudinal movement of the entire stent: 
'The proximal and distal cylindrical members 16, 18 are spaced apart to 
form a gap between the cylindrical member and serve as stop members 
extending radially outward from the core wire 14 to engage the stent 20 in 
order to prevent longitudinal movement of the stent relative to the core wire 
14/' (page 8, line 20 through page 9, line 3) 
Since the entire stent lies in the gap formed between the proximal and distal 
cylindrical members, there is really no interlock" between the anchor members and 
the gap formed between proximal and distal cylindrical members. 
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The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regairds as his invention. 

2. Claims 1-9 are rejected under 35 U.S.C. 112, second paragraph, as being 

indefinite for failing to particularly point out and distinctly claim the subject matter 

which applicant regards as the invention. Claim 1 states that the anchor members 

are "interlocked" within the gap formed between the proximal and distal cylindrical 

members. This is unclear, because the specification states in lines 10-15 of page 10 

that ''the anchor members (52) align unth and are disposed ivithin the first gap 42, 

thus coupling the stent to the elongated core wire 14/' While the instant application 

fails to further explain the first gap, the parent case (Application number 10/651,569) 

states that the first gap 42 is formed between the proximal and intermediate 

cylindrical members (page 8, lines 9-11). Applicant states that the proximal and distal 

cylindrical members only act as stops to prevent longitudinal movement of the entire 

stent: 

The proximal and distal cylindrical members 16, 18 are spaced apart to 
form a gap between the cylindrical member and serve as stop members 
extending radially outward from the core wire 14 to engage the stent 20 in 
order to prevent longitudinal movement of the stent relative to the core wire 
14/' (page 8, line 20 through page 9, line 3) 
Since the entire stent lies in the gap formed between the proximal and distal 

cylindrical members, there is really no ''interlock" between the anchor members and 

the proximal and distal cylindrical members. 



Application/ Control Number: 10/691,846 Page 4 

Art Unit: 3731 

Claim ReJecUons - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject 
matter sought to be patented and the prior art are such that the subject matter as a whole 
would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived by 
the manner in which the invention was made. 

3. Claims 1-5 and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable 

over Hayashi et al, in view of U.S. Patent No. 5,919,225 to Lau et al. 

Hayashi discloses a self- expanding vascular graft, or stent, delivery system in 

Figures 4, 5A, 5B that includes an elongated core (20) member, a self-expanding graft 

(15), and actuatable retaining rings (127) disposed around the graft (15). In lines 17- 

20 of column 3, Hayashi explains that a conventional catheter may be used with the 

delivery system, where the core member (20) and graft (15) would be slidably disposed 

within its lumen. Electrical conductors (25,26) are connected to resistive heating 

elements (129,130) that are positioned near the retaining rings (127). In lines 45-53 of 

column 3, Hayashi explains that the retaining rings (127) are severed by heat supplied 

by the resistive heating elements (129,130) to allow the self-expanding graft (15) to 

expand. Figure 5B clearly illustrates the severed retaining rings (127). Hayashi 

explains that the graft, or stent, may be woven (column 4, line 35). A woven structure 

inherently comprises a plurality of cells formed by a plurality of strut members. As 

best illustrated in Figures 4 and 5A, proximal and distal "anchor members" (130) are 

passed through the stent. Since they contact the stent, they are considered to meet 

the broad limitation "placed on a strut member,'' The retaining ring is positioned at the 

anchor member (130) for retaining the stent on the core member. 
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Hayashi lacks proximal and distal cylindrical members disposed on the core 
member. Lau et al. discloses a stent delivery system in Figures 19A-C that includes a 
core member (318) with both proximal and distal cylindrical members (322 and 320) 
attached to the core member (318). Lau teaches that the cylindrical members 
(320,322) hold the stent (312) axially in place on the core member (318) prior to 
deplo5nnent (column 18, lines 16-19). The gap defined between the members 
(320,322) is at least as long as the stent. It would have been obvious to one of 
ordinary skill in the art at the time the invention was made to include proximal and 
distal cylindrical members on the core member of Hayashi, as taught by Lau, as this 
provides barriers that hold the graft, or stent, axially in place relative to the core 
member prior to deployment. The stent is considered to be "interlocked" in this gap. 
4. Claims 6-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hayashi in view of Lau, as applied to cladm 5 above, and further in view of Barry. 

Hayashi, as modified by Lau and Goicoechea above, includes all the limitations 
of claims 6-8 except for the retaining ring being a hot melt poljoner filament. Hayashi 
does state that the retaining rings should be made from suture material (column 4, 
line 26), which includes many types of polymer filaments. Barry discloses another 
type of delivery system, in which an electric current is supplied to a resistive heating 
element. The heat is used to sever a coupling, thereby releasing a vascular implant. 
Here, Barry teaches that the coupling material can be a hot melt adhesive (which is 
inherently a polymer), because this type of material softens and jdelds when exposed 
to heat. (See column 4, lines 29 - 40.) It would have been obvious to one of ordinary 
skill in the art at the time the invention was made to form the retaining filaments of 
Hayashi from a hot melt polymeric material, as taught by Barry, as this material is 
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suitable for forming retaining elements that yield with the application of heat in a 
vascular implant delivery system. 

Response to Arguments 

5. Applicant's arguments filed 7/25/05 have been fully considered but they £ire 
not persuasive. On page 6 of the arguments, applicant states, "the proximal anchor 
members (52) have been retained in the gap just to the right of the tubular member (16),'' 
This is found improper, as discussed above under 112, because the specification fails 
to describe the first gap (42) formed between the proximal and intermediate cylindrical 
members, as set forth in the parent application (10,651,569). This application simply 
states that the proximal and distal cylindrical members act as stops. Since the entire 
stent lies within this gap, no "interlocking^ of the anchor members is possible. 

6. Upon reconsideration of the art, the broad limitation ''anchor member placed on 
one of said plurality of strut members'' is met by the anchoring structures (130) 
provided by Hayashi that pass through the stent and into contact with the retaining 
rings. 

7. Applicant's arguments with respect to Goicoechea have been considered but are 
moot in view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sarah K. Webb whose telephone number is (571) 272- 
4706. The examiner can normally be reached on Mon-Fri 8-4:30. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan T. Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR 
only. For more information about the PAIR system, see http://pair-direct.uspto.gov. 
Should you have questions on access to the Private PAIR system, contact the 
Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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